IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



APPLICANT: William J, Curatolo et a!. 

SERIAL NO.: 09/770,662 

FILED: January 26, 2001 

FOR: Solid Pharmaceutical Dispersions 
with Enhanced Bioavailability 

Commissioner for Patents 
Washington, D.C. 20231 

Sir: 

DECLARATION UNDER 37 CFR 1.131 
I. James A.S. Nightingale, declare that: 

1 . ! was awarded the degree of Bachelor of Science in Chemical Engineering 
in 1980 by the University of Washington, Seattle, Washington, a degree of 
Master of Science in 1986 in Bioengineering by the University of Washington, 
Seattle, Washington, and a Ph.D. in 1988 in Bioengineering by the University of 
Washington, Seattle, Washington. 

2. Prior to being employed with Bend Research I was employed from 1 988- 
1993 as a Staff Scientist by Ciba^Geigy Corporation, Pharmaceuticals Division, 
Ardsley, New York where my areas of expertise included transdermal drug- 
delivery research and the development of second-generation transdermal 
pharmaceutical products; and from 1980--1988 as a Research Assistant for the 
University of Washington, Seattle, Washington, where my areas of emphasis 
included biomaterials, polymer synthesis and characterization, organic chemisfiy, 
biochemistry, and chemical engineering. 
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3. I have been employed by Bend Research, Inc., of which I am also a part 
owner since 1993, My title is Director, Pharmaceutical Research. 

4. Bend Research, inc. is part-owned by Pfizer. Inc., the Assignee of the 
above-identified appficatlon. 

5. I am an inventor of the instant patent application. 

6. ! have reviewed the examples in the instant application, in particular 
attached to this declaration as Exhibit A are notebook pages relating to work I 
supervised in connection with the process used to form solid amorphous 
dispersions of a drug and hydroxypropyfmethyf ceilutose acetate succinate (or 
HpyCAS), as well as Examples 25 and 26 of the instant application. The 
notebook pages show that drugs were spray dried with HPMCAS to form solid 
amorphous dispersions, The dates on the notebook pages have been redacted. 
However, these examples were made prior to February 13, 1997, 

7. I further declare that all statements made herein of my own knowledge are 
true and that all statements made on information are believed to be true: and 
further that these statements were made with the knowledge that willful false 
statements and the likes made are punishable by fine or imprisonment or both, 
under Section 1001 of Title 18 of the United States Code and that such willful 
false statements msay jeopardize the validity of the application or any patent 
issuing thereon. 



Respectfully submitted, 
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Date 
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